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I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY t Attach additional ghoats if necetaafv or us« APHIS Form 702~ 


A. 
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By Thd Animal 
Wsifartt Regulations 

i 8. Nitmbefc^ 

’ animals being 

bred. 

conditioned, or 
beid tc^use m 
teaching, 
teslmg, 
ejg»r»menls. 
research, or 
surgery out not y€ 
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animals upon 
which teaching, 
research, 
experiments, of 
iests were 
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involving no 
pain, distress, or 
use cf pain* 
relieving drugs. 
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upon wTitch 
expenmcnls. leaching, 
research, i^rgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to die animals 

and for wbich 
aj^fopriate anesthetic, a 

£. Numb^ animals upon whtc^ teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to ihe antmais and for which »>e use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
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prodiKong pa>n or distress in these anin^ls and the 
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4. Dogs 

146 
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128 
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6, Guinea Pigs 
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10 

359 
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793 

25 
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34 
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I ASSURANCE STATBMEf^ 


1 ) PreifMsionally »ec<>p(able Jtandird* gov»rr*lng the care, treetment. and u«e of artmalt, including appropriate use of anestelic, analgeitc, and tranquiUang drug*, prtof to, during, and followirtg 
actual research, teaaiing, testing, surgwy, or exporiroenlation were followed By this research facility. 

2) Each pnncipal invetligalor has e<Mt»idwed aNernalivat to painful procedure* 

3) This facility I* adhering to the standards and regulationa undw the Act, and it has required lh« exceptions to the standards and regulation* bo iH»oified and explained by the prtrtclpel 
investigator and ^iprovod by the Institutional Animal Care artd Use Cormittee (lACUC) A summary of all such exceptions is attached to this annual report. In eddilion to identifying tha 
IACUC.apprQv8d exceptions, thii summary includes a brief explanation al the exception*, a* well es the species end number of animal* affected. 

<) The attending vetonnanan for this research fadlliy ha* appropriate authority to ensure the provision of adequate velennary care and to oversee the adequacy of other aspects of animal care end 
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Attachment to APHIS Form 7023 
Column E Explanation for USDA Reporting Year 
October 1 , 2006 through September 30, 2007 


Registration Number: 23-R-0018 


{b)(2)High, (b)(7)f 


Seventy-four (74) dogs were used in tests to assess the safety of new pharmaceuticals 
wherein unanticipated signs of gastrointestinal intolerability (emesis and or diarrhea) or one 
or more signs of organ system involvement (weight or body condition, cardiovascular signs, 
CNS signs, or anaphylaxis) were observed following dosing. All animals showing signs of 
pain or distress were attended by specially qualified veterinary staff; and any animals with 
severe or chronic signs of pain or distress were provided appropriate veterinary medical 
care. Safety assessment studies are required for the approval of human pharmaceuticals 
by international drug regulatory authorities and the FDA (Food, Drug and Cosmetics Act, 
CFR Title 21 ). Prior to the conduct of these studies, the lACUC determined that no 
alternatives were available and that the minimum numbers of animals of the appropriate 
species were used, consistent with obtaining valid results. The lACUC approved the 
withholding of treatment to insure that unexpected interactions of the treatment with the test 
compound or the masking of clinical signs required for safety assessment did not occur. 
Either would interfere with the interpretation of results and possibly invalidate the study. 
Invalid studies would need to be repeated, requiring the use of additional animals. 

Thirty-four (34) nonhuman primates were used in tests to assess the safety of new 
pharmaceuticals wherein unanticipated signs of gastrointestinal intolerability, cardiovascular 
signs, and CNS signs were observed following dosing. All animals showing signs of pain or 
distress were attended by specially qualified veterinary staff; and any animals with severe or 
chronic signs of pain or distress were provided appropriate veterinary medical care. Safety 
assessment studies are required for the approval of human pharmaceuticals by international 
drug regulatory authorities and the FDA (Food, Drug and Cosmetics Act, CFR Title 21). 

Prior to the conduct of these studies, the lACUC determined that no alternatives were 
available and that the minimum numbers of animals of the appropriate species were used, 
consistent with obtaining valid results. The lACUC approved the withholding of treatment to 
insure that unexpected interactions of the treatment with the test compound or the masking 
of clinical signs required for safety assessment did not occur. Either would interfere with 
the interpretation of results and possibly invalidate the study. Invalid studies would need to 
be repeated, requiring the use of additional animals. 

Eight (8) rabbits were used in tests to assess the safety of new pharmaceuticals wherein 
unanticipated signs of gastrointestinal intolerability (diarrhea) or one or more signs of organ 
system involvement (inappetence, ataxia, respiratory changes) were observed following 
dosing. All animals showing signs of pain or distress were attended by specially qualified 
veterinary staff; and any animals with severe or chronic signs of pain or distress were 
provided appropriate veterinary medical care. Safety assessment studies are required for 




the approval of human pharmaceuticals by international drug regulatory authorities and the 
FDA (Food, Drug and Cosmetics Act, CFR Title 21). Prior to the conduct of these studies, 
the lACUC determined that no alternatives were available and that the minimum numbers of 
animals of the appropriate species were used, consistent with obtaining valid results. The 
lACUC approved the withholding of treatment to insure that unexpected interactions of the 
treatment with the test compound or the masking of clinical signs required for safety 
assessment did not occur. Either would interfere with the interpretation of results and 
possibly invalidate the study. Invalid studies would need to be repeated, requiring the use 
of additional animals. 


(b)(2)High, {b)(7)f 


Six (6) dogs were used in tests to evaluate the effects of test compounds in a pacing- 
induced model of heart failure wherein the dogs reach a level of compensated heart failure. 
All animals showing signs of pain or distress were attended by specially qualified veterinary 
staff; and any animals with severe or chronic signs of pain or distress were provided 
appropriate veterinary medical care. Heart failure is a necessary requirement for this model 
in order to test compounds for efficacy prior to human clinical studies. The experimental 
compounds tested are designed to alleviate or reduce the heart failure induced in this 
model. Prior to the conduct of these studies, the lACUC determined that no alternatives 
were available and that the minimum numbers of animals of the appropriate species were 
used, consistent with obtaining valid results. The lACUC approved the withholding of 
treatment to insure that unexpected interactions of the treatment with the test compound or 
the masking of clinical signs required for safety assessment did not occur. Either would 
interfere with the interpretation of results and possibly invalidate the study. Invalid studies 
would need to be repeated, requiring the use of additional animals. 

Thirty-eight (38) dogs were used in tests to evaluate the efficacy of antiarrythmic 
compounds in an aseptic pericarditis model of atrial fibrillation wherein arrhythmia is 
produced. All animals showing signs of pain or distress were attended by specially qualified 
veterinary staff; and any animals with severe or chronic signs of pain or distress were 
provided appropriate veterinary medical care. Test compounds are evaluated for their 
ability to eliminate or attenuate the atrial fibrillation that is induced in this model. Prior to the 
conduct of these studies, the lACUC determined that no alternatives were available and that 
the minimum numbers of animals of the appropriate species were used, consistent with 
obtaining valid results. The lACUC approved the withholding of treatment to insure that 
unexpected interactions of the treatment with the test compound or the masking of clinical 
signs required for safety assessment did not occur. Either would interfere with the 
interpretation of results and possibly invalidate the study. Invalid studies would need to be 
repeated, requiring the use of additional animals. 




(b)(2)High, {b){7)f 


Twenty-five (25) hamsters were used in tests to assess the safety of new pharmaceuticals 
wherein unanticipated signs of one or more signs of organ system involvement (body 
condition, respiratory distress, cardiovascular signs, or CNS signs) were observed following 
dosing. All animals showing signs of pain or distress were attended by specially qualified 
veterinary staff; and any animals with severe or chronic signs of pain or distress were 
provided appropriate veterinary medical care. Safety assessment studies are required for 
the approval of human pharmaceuticals by international drug regulatory authorities and the 
FDA (Food, Drug and Cosmetics Act, CFR Title 21 ). Prior to the conduct of these studies, 
the lACUC determined that no alternatives were available and that the minimum numbers of 
animals of the appropriate species were used, consistent with obtaining valid results. The 
lACUC approved the withholding of treatment to insure that unexpected interactions of the 
treatment with the test compound or the masking of clinical signs required for safety 
assessment did not occur. Either would interfere with the interpretation of results and 
possibly invalidate the study. Invalid studies would need to be repeated, requiring the use 
of additional animals. 


(b)(2)High, (b){7)f 


Ten (10) guinea pigs were used in tests to assess the efficacy of novel antigens with 
different adjuvants, including Complete Freund’s Adjuvant (CFA) wherein signs of irritation 
(inflammation, distress, etc.) were observed following dosing. All animals showing signs of 
pain or distress were attended by specially qualified veterinary staff; and any animals with 
severe or chronic signs of pain or distress were provided appropriate veterinary medical 
care. Prior to the conduct of these studies, the lACUC determined that no alternatives were 
available and that the minimum numbers of animals of the appropriate species were used, 
consistent with obtaining valid results. The lACUC approved the withholding of treatment to 
ensure that the masking of clinical signs required to determine efficacy did not occur. 
Masking would interfere with the interpretation of results and possibly invalidate the study. 
Invalid studies would need to be repeated, requiring the use of additional animals. 





Attachment to APHIS Form 7023 
lACUC-Approved Exceptions for USDA Reporting Year 
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(b)(2)High, {b)(7)f 


Thirty-four (34) nonhuman primates were exempted from the provisions of 9 CFR§3.81 and 
the relevant facility Nonhuman Primate Environmental Enrichment Plan. Animals dosed 
with test compound for tolerability studies were required to be singly housed two to five 
days, depending on the study objectives. While the cages met the minimum housing 
requirements as defined in 9 CFR§3.6, they did not permit full conformance with the facility’ 
Nonhuman Primate Environmental Enrichment Plan. The exemption is contained in the 
lACUC-approved animal protocols. 


{b)(2)High, (b)(7)f 

Eleven (11) dogs were exempted from the provisions of 9 CFR§3.8 and the relevant facility 
Canine Exercise Plan. Animals dosed with radio-labeled test compound are required to be 
housed in special metabolism cages. While the metabolism cages meet the minimum 
housing requirements for dogs as defined in 9 CFR§3.6, they do not provide sufficient 
space to comply with exercise requirements. The exemption is contained in the lACUC- 
approved animal protocol, and the attending veterinarian or their designee documents each 
occurrence in the animal’s clinical record. 





